1.26.2 Minor Upgrade and Configuration Release Items
July/August 2022

Jump To

Cross-Suite Enhancements
ESTR-IRB Enhancements
Agreements-DUA Enhancements
Data Safety Enhancements

OAIR Enhancements

Icons below indicate the application(s) impacted by the enhancement.
2% ESTR-IRB  [] Agreements-DUA g Data Safety 2 OAIR

Cross-Suite Enhancements

What has changed... What it means... How it looks (as applicable) ...
SmartForm

Help text populated throughout the Per-question, in context help text is visible by D - o© x
SmartForms clicking the question mark icon beside relevant ] FARNC)

‘v@:. a items in SmartForms. Study's Department

Choose the department or center and school associated
8. * Study's Departme E with the Principal Investigator's primary

affiliation or department or center and school (i.e. orgiub)
Psychology | - 0 primarily processing sponsored funding for the

project (i.e., prime awardee).

Department selection enhancements Selection options are optimized for speedier
KOl a dlspIaY for selection on SmartForms. Th(-.z . + Study's Department ©
following departments are additionally visible for p—
accurate selection across the suite: ©Deparment Name School
e HKS-Bloomberg Center for Cities « Bloomberg CenterforCites  ___ HKS
e HUA-Wyss
Additional help text when relating projects Help text instruction is added to clarify that it is sometimes appropriate to accompany an amendment/

"@:' a modification with new relationships.
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Notification header and footer updates
[[O\ 2]
4% a >

Miscellaneous

Added navigation tab for Research
Administration Portal

"@:' ﬂ e'?‘e

Report page updated to show reports with
special Custom Report tag

‘e a
Office 365 integration enhancements
‘e a

Internal server error bug fix

‘@[ a

For each application, the basic related site banner will display in the header, with the source system URL
in the footer.

A new tab in the Suite navigation bar links directly @ s
to the Research Administration Portal. B osivon Agisements o s

My Inbox My Reviews

Recentlv Viewed

Currently as new custom reports are created, they must be manually added to the Reports page
template. The page template is now configured to display all reports with the Custom Report tag so new
reports can be added as needed, without configuration release. Note that resulting updates in IRB mean
that the Custom Reports tab name is now Harvard-Custom Reports and reports are listed in alphabetical
order.

This issue fixes the problems with attempting to edit documents in-browser at appropriate times in the
review process.

When attempting to save changes to a SmartForm, an internal server error would display because the
date-time format cannot be converted from non-US English (DD/MM/YYYY HH:MM:SS) to US English
(MM/DD/YYYY HH:MM:SS). This is fixed in Safety, IRB, and Agreements but may still present in OAIR.
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ESTR-IRB Enhancements &%
What has changed...

What it means... How it looks (as applicable) ...

SmartForm

Study Team Members: New "administrative
only" option

External IRB: Clarifications related to External
IRB review

Study Update: Instruction clarification

Activities

Assign Pl Proxy available before initial
approval

Additional help text to ancillary approval
activity prompts

Workspaces

Submission: New information on the Contacts
tab

When adding or changing team member roles, “ESTR-IRB Administrative Support Only (no access to
participants or data)” can now be selected. This option allows for easier management of persons that
need access to the record but is NOT required to take training. Help text in this section of the form is also
updated.

The following sections of the External IRB SmartForm (when requesting Harvard reliance on another IRB)
are updated:
e When selecting reliance on the Basic Information page of the SmartForm, instructional text displays
regarding what types of review allow for reliance.
e Agrammar error on the Harvard data management question has been corrected.
o Help text added to:
o Indicate the rare circumstances that it is appropriate to choose reliance for a single site-type
study.
o Clarify what is needed for the rationale for reliance.

The last part of on-screen instruction has been updated to clarify that "Site Modification" is only
available for multi-site or collaborative research.

Prior to update, the Pl could only assign proxy after initial submission. Now, the Pl can assign proxy
(from the list of study team members) at any point in the draft, review, and approval process.

Additional help to comment space and document upload, to indicate that items added are visible to the
study team.

The following two changes are visible on the
Contacts tab of submission workspace: R
e Each team member is listed with a date

History Funding Contacts Documents  Reviews Snapshots

School/Unit Dept Title Email

CITl - Social & B efresher o B
whishop@fiinge tstno (6-28-2025) Walter Bishop

modified, intended to show when any additions LI e ————
or revisions occur during review or modification.

e Only current active training displays beside each

Study Team Members

Filterby © | FirstName v | | Enter text to searcl

TS

op|ce

team member, 333333333 pbishop@fringe tst6/28/2022 Project Manager :::r:;zz;;eﬂszlgn\msv
o If no training is visible, there is no active

training on file.

ESTRIRB Admi
wbell@fiinge tst  6/28/2022 Support Only (n
participants or d

Willam

ggggg d Medical Bell

H
Willam Bell (27 HERC
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What has changed... What it means... How it looks (as applicable) ...

o Previous (or lapsed) training can be viewed
by IRB office staff by clicking the profile link.

Meetings: Past and Future meetings lists are To allow for easier navigation to recent and pending meetings, each of the meeting listing is sorted by
sorted by date date (most to least recent).
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Agreements-DUA Enhancements

How it looks (as applicable) ...

What it means...

What has changed...
SmartForm

New instruction at the time of organization
entry

Activities

Allow for Comments on Agreements

Workspaces

Submission: Improve visibility into related
projects attributes that may impact review

Agreements: Set My Work list to display 50 per
page by default

Letters and Notifications
Add notification on discard activity

Revise response time exceeded notice

Additional instruction regarding how to find an organization displays beside the field for selecting
contracting party, before using write-in.

[ Execute "Add Comment” on DUA22-0431 - Work - Microsof... — o X

a] LA Q

Added the ability to add a note (comment) on the
workspace, without the need for a separate email or
activity.

Please note that adding

ne with access to this submission
it a notice.

Comment:

The Agreement workspace is enhanced to show
additional items:

e School

e Data provided by

e Yearsrequested

office: SPA
Department: Nutrition- Harvard TH. Chan School of Public Health [HSPH]

Submission ID:  DUA22-0431
Submission Type: Intial Agreement

Agreement Type: Data Use Agreements Contracting Party: NIH/NHLS!

History Contacts Snapshots Related Projects Agreement Documents

Data provided by Years data access requested Data stored or managed atiby Harvard

Contracting party 25 yes

Highlighted terms
The fnliowine is not emnrehensive The Princinal Mananer is rasnansiale for indarsiandine: and ahidinn hu Al farms and

The worklist is often longer than 10 items and it would be helpful to see as complete a list as possible.
Extended to 50 items per page to mitigate the need to often reset the default or page forward.

New custom notification to the PI, Primary Contact, and proxies when a record is discarded.

Reminder content revised to indicate that inactivity after six months requires action or the record will be
terminated/discarded on the researcher's behalf.
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Data Safety Enhancements g

What it means...

What has changed...

SmartForm

Documents uploaded via revision on drafts
should appear on the parent project after an
Amendment/CR is approved

Revise the section where it is indicated if data
is not stored at Harvard

Workspaces

Submission: Add Specialist to Follow-On
Submissions list

Submission: Create special / simplified view
for reference

Submission: Revisions to top summary section

How it looks (as applicable) ...

New documents that are added on submission as part of "upload revision" via Amendment/CR did not
appear on the parent after Amendment/CR was approved (impacting both supporting documents and
other study team members). This bug is now fixed, and updates will show as approved on the parent
after review is completed.

The order of questions regarding data stored at Harvard and the presence of a contract has been revised
for easier entry and review.

For easy reference, the name of the assigned

History Documents Contacts Snapshots Follow-on Submissions Data Info & Reviews Related Projects
specialist is now listed with each follow-on rierey © [ ) [Enerenio s W+
D Name Date Modified status  Specialist  Correspondence Letter

submission.

11/7/202112:38AM  Approved  Kara Thrace
11/7/202112:39AM  Approved  Kara Thrace
11/7/202112.39AM  Approved  Kara Thrace
11272022 11:56AM  Approved  Kara Thrace

312/2022 11:29AM  Approved  Kara Thrace.

Additional Review Considerations section has N e N e R Bt s -] M
been added to the Data Info & Reviews tab for T v i e e onhe S

simplified access to information relevant for oo o CEaplemis CRrEuapiss

external reviewers who need to access basic — 7 |
information about the record. o

Possible regulatory information about the data is provided for at least one data set (details linked above): None indicated
Research Summary: Lorem ipsum dolor sit amet, consectetur adipiscing elit. Suspendisse sagittis bibendum ligula, vel
maximus augue finibus a. Aliquam lacinia arcu et erat rhoncus, ut efficitur urna blandit. Donec ultrices cursus tellus nec eleifend.
Aliquam st amet orci lorem. Donec vel aliquam nibh. Nulla vitae enim lobortis, loborts fortor a, egestas dolor. Aenean at
scelerisque enim. Sed nulla purus, congue eget tincidunt vel, fermentum sed ex. Maecenas et molis erat, Ut viverra lacus. Morbi
eleifend pellentesque elit et pellentesque.

Aenean ut eros non erat gravida convaliis et at ligula. Maecenas ut neque non augue fhoncus porttitor non vitae nibh. Nunc
prefium nunc et tempor venenatis. Cras a magna in ligula euismod fermentum. Aliquam dictum a leo quis convalis. Integer
sagittis vehicula risus ut vestibulum. Mauris bibendum odio quis nisl cursus auctor.

Revised "Last Day of Continuing Review Period" to
"Approval End Date" (also impacts activities where

this date is referenced). This is in an effort to

make language consistent to the two types of e

Submission Type: Initial protocol

Department: T
Primary Contact. Approval Date: 10472021
Safety Review Type: Approval End Date: 10/3/2022

activity that may extend the approval (renew OR s o
continuing review).

B conespondence_for par001)

Follow-on Submissions Data nfo & Reviews Related Projects.

Added Department and School to the view.
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What has changed...

What it means...

How it looks (as applicable) ...

Safety: Change the tab navigation on the
submissions page

Help Center: Update VPR links to go to new
site address

Letters and Notifications

Add notice to assigned reviewer when
ancillary review completed

Determination letter revision

Notification of specialist assignment should
show department for all submission types

Activity

New “Renew” activity to allow for more
automated renewal/ approval extension for
relevant projects

Add more context to Approve Submission
activity for reviewer reference

Changed the order and contents of tabs to

increase ease of access.

e Archived to include Closed and Lapsed

e All Submissions moved to the right one
position

e Suspended and Lapsed changed to Discarded
and Suspended and in right-most position

ns  Meetings  Reporis  Help Center

Safety Submissions

Preswmission  mPogess  Acie | Achived  AlSubmissins  Discatded of Suspended

The OVPR website was updated and the URL changes from vpr.harvard.edu to research.harvard.edu.

New notification to reviewer when ancillary review is completed.

Standard determination letter template now includes basic information about Renew, Continuing
Review, and Amendment/CR options for record update/approval extension.

The updated notice corrects the issue so that department displays in notice content for any submission

type.

For approved (not lapsed) projects, a researcher is
able to confirm that there are no changes to a
protocol and no incidents have occurred in the last
year to easily renew the project. Upon successful
completion of the activity, the approval end date is
extended and a notification of confirmation is sent
to the PI, Primary Contact, and proxies.

Researchers can use Amendment/CR to request
changes or share specific updates on approved
projects, or request renewal of lapsed projects.

T B e Renewon e Wicrostt Ecge =

B Renew

Renew or Extend Approval Period

Complate his activity to extend he approval period enly if 1he Princinal lnvestigater (P1) or a P1 Proxy can
confim that there have been no changes Lo the preject and no Incidents have occurred since the last review
by & specislist

If thess nawsl by canceling this activity, and
craalin

A% Pl of Pl Proxy on this project, | attest 1o the following:

1. There have been ne changes with respect to the approved data safety and
management submission since the last review by a specialist.
a

2. There have been no incidents involving the data since the last review by a
specialist,
(u]

@ important! Team mambars wha wars required 1o completa informalion securly training al inial review
must keep their training active. Visit the Ganiacts b of s workspace to view curent training on il

[ ok | cance ]

The prompt for comments on the Approve Submission activity (step 5) is updated to clarify “Text entered

here will be included in the Determination Letter.
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OAIR Enhancements 2,

What has changed... What it means... How it looks (as applicable) ...
SmartForm
Added explanation related to disclosures When a discloser removes a disclosure, that You may o upee prevously dcesed aoniio by cicig on e ediy by 4522 BT U, 53
Pending Removal relationship will continue to display on the
certification until it reaches a terminal state. The
added explanation/instructions will clarify the Shatun of Pending Removal untl yous Cortification has been submitisdand
. X A reviewed, if necessary. Once the review is complete, the disclosure will no
disclosure removal process to disclosers. This longer display on future reports.
explanation will only display when the discloser has
relationships marked for removal. o
New/Modified Disclosures:
itO: . Iéol:::;i:‘:y o o ?yi:c;l:sure Prolgssional‘l;::!‘ uu;::ta . Remore
@ o s S e o [
Clarifications to SmartForm instructions and The following clarifications were made to instructions and questions on the SmartForm:
questions e On the Disclosure General Information page, an explanation of the scope of the Professional
Services or Employment category has been added above the list of activity and interest
categories. In addition the link to the Definitions and Terms document has been moved above
the list of categories.

e On the Professional Services or Employment page, the link to the Definitions and Terms
document has been moved to the top of the page.

e On the Additional Disclosure Information page, the question regarding overlap between the
organization and the discloser’s University activities has been clarified.

e On the Additional Disclosure Information and Institutional Responsibilities pages, the references
to the IRB have been updated to clarify that the questions are refering to human subjects
research overseen by the Insitutional Review Board.

Added Submitted Date to Default Certification ~ The date the certification was submitted will NOW  Date: Monday. May 23, 2022 3:31:04 P [ Prnt | close |
Printer Version display at the top of the Default Printer Version if - View: SF: Insiitutional Responsibties - HVD

the certification has been submitted. o

Institutional Responsibilities

The following questions apply to all your institutional activities.

1. * Are you directly involved in the teaching, instruction, or education
of students at Harvard?
Yes No

2 * Ara unan diractly ar indirartlv inunalvad in anv racaarch at Harvard?
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What has changed...

What it means...

How it looks (as applicable) ...

Added Discloser’s name to the SmartForm
Pages

Activities

Updated instructions on the Remove
Disclosure activity

Added Note field to the Update COI
Information activity

Reports

Added new report with manually excluded

disclosers

Previously, the discloser’s name did not display on
the SmartForm view. Now it will display in the top
right corner on all the Disclosure SmartForm pages
and the following Certification SmartForm pages:
Disclosure Details, Research Information, and
Additional Information. The name will not display
for the discloser themselves.

Previously the instructions on the Remove
Disclosure activity did not accurately reflect
Harvard policy on when relatinships should be
removed. The instructions have been updated to
indicate that the discloser should only remove a
disclosure if they have not had a relationship with
the organization in the last twelve months. In
addition, a warning that disclosure removal cannot
be reversed as been added.

When executing the Update COI Information
activity for a person, reviewers can now add a note
to document why they made changes to the
person’s COl information. These notes will display
with the COIl information on the Properties tab on
the Person workspace.

have been manually set to not disclose annually.

You Are Here: g Research Initiated Certificati... > jig Disclosure FI00009618 for Iva ...

Editing: FI00009618 4Gotoformsmenu EHPrintv @ Help

Discloser:
Organization General Information
1. Organization/Entity Name:

(

or

If you cannot find the organization in the above list, enter the name as text
here:

Remove

* Would you like to deactivate the following disclosure? Deactivating a disclosure should
only be done if you (or your family) have not had a relationship with the organization in the
last twelve months.

O Yes O No Clear

A Important: Once a disclosure is deactivated, it cannot be re-activated. ’

Update COI Information
Update COI Information

Based on job code and other role attributes, this person must
. /B2sed.0n job godg and other foje attributes, thig person my

]

Notes:

Added a new report Harvard Report: Manually Excluded Affiliates that includes all school affiliates that
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What has changed... What it means... How it looks (as applicable) ...

Updated Migrated Disclosures report to filter =~ Updated Harvard Report: Submitted Certifications with Migrated Disclosures That Have Not Been
out inactive users Updated to filter out users who are inactive. It is assumed that people who have left the university will
not be updating any migrated disclosures.

Miscellaneous

Fixed bug related to Professional Services Previously, if a discloser removed the Professional Services or Employment category from a disclosure,

activities displaying when Professional the Disclosure Details page and certain reports would still display the previously selected types of

Services was no longer selected Professional Services or Employment. Now these subcategories will no longer display if Professional
Services or Employment is deselected.

Updated must disclose annually logic to If a person had been an investigator on an HMS or PHS+ project and were subsequently removed as

exclude people who are no longer investigators on that project, they were still included in the annual discloser population as long as the

investigators project was active. Now removing an investigator from an active project will remove the requirement for

them to disclose annual for that project.
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